COLD-EEZE- zinc gluconate lozenge
Mylan Consumer Healthcare, Inc.

Disclaimer: This homeopathic product has not been evaluated by the Food and Drug
Administration for safety or efficacy. FDA is not aware of scientific evidence to support
homeopathy as effective.

Drug Facts

Active ingredient (per lozenge)

Zinc Gluconate 2X HPUST
(2.3%) (13.3 mg zinc)

TThe letters ‘HPUS’ indicate that the active ingredient is in the official Homeopathic
Pharmacopeia of the United States.

Purpose

Cold Remedy

Uses

* reduces the duration of the common cold
* reduces the severity of cold symptoms: cough, sore throat, nasal congestion, post
nasal drip and/or hoarseness

Warnings

Do not use for treatment of influenza or allergies. This product is intended only to
reduce the duration of the common cold and its symptoms.

Ask a doctor or pharmacist before use if you are taking minocycline, doxycycline,
tetracycline or are on Coumadin (warfarin) therapy. Zinc treatment may inhibit the
absorption of these medicines.

When using this product

* do not take on an empty stomach (to avoid possible minor stomach upset)
* it may cause a laxative effect

Stop use and ask your doctor if symptoms persist more than 7 days

If pregnant or breastfeeding,

ask a healthcare practitioner before use.



Keep out of reach of children.

In case of overdose, get medical help or contact a Poison Control Center right away.

Directions

» take one lozenge at the onset of symptoms
» dissolve entire lozenge in mouth

* do not chew

e do not swallow whole

* do not eat or drink for 15 minutes after use

* repeat every 2-4 hours until symptoms subside

Adults 18 years and over do not exceed 6 lozenges per day
Children 12 to under 18 years do not exceed 4 lozenges per day
Children under 12 years ask a doctor before use

Other information

» storein a cool, dry place after opening
* Dbest if used within 6 months after opening

Inactive ingredients

Acesulfame-K, glycine, isomalt, natural flavors

Questions or comments?
call 1-800-505-2653 (Mon - Fri: 8AM - 5PM EST)

*A clinical study found the Cold-EEZE formula reduces the duration of the common cold
by 42%, when taken at the first sign of symptoms and used as directed.

The double blind placebo controlled study was conducted at the Cleveland Clinic and
published in a peer reviewed journal.

For cold-fighting tips and more about the Cold-EEZE® science, go to
www.ColdEEZE.com

*Based on unit sales of cold shortening, homeopathic zinc lozenges.

This product has not been evaluated by the FDA.

Principal Display Panel - Sugar Free Cherry Lozenges
NDC 46017-324-25



The #1 Best Selling Zinc Lozenge Brand#

Cold-EEZE®
ZINC GLUCONATE HOMEOPATHIC

SHORTENS YOUR COLD®
SUGAR FREE

CLINICALLY TESTED
to Shorten Colds by 42%*

Pharmacist Recommended

NATURAL WILD
CHERRY FLAVOR

25 Lozenges

v Our clinically tested
formula releases
zinc ions in the mouth®
and shortens the
duration of the
common cold

v Take Cold-EEZE® at
the first sign of a cold

v Continue until
symptoms are gone

v Gluten Free

v No artificial colors
or preservatives



(153 45 — B 104 — wojs) B5 52-G0 &-008- | B2
AEMUIBIILIOD 40 SUDjSan))

SIRBY (B0 PR YR ) ‘eya Ky - esoe
s1uaipa.liuy aA1eL]

B 16 ey o § IR =0 3 ol
Bupe ch 1qe scedip ‘fmo ey A0g «
UGHEULOJU 1810

EN I amalg)
IR B BpUR LBIpRD

Jep sedzalivez) sEakg | Japun
r e U op ML BIpIAD
Jep sedsalivez| 15 B
9 pesna jou op ama kgl gnpy

eppqneswqdwk jgun sanoy f-7 Merejesde «
aen e yeseyy wi| sy yupp sogesjou op « [LECHE i s (o A R L)
OO MOS0 O & U818 5 373 |00

& Mo op - S MOCE 230w pue
i e i 1 AR R & sdy unyby-ppa 104
suonalq a1 1aad

Fewe iy J=118] pOUT) WA BIEN0LN {8 BIEW
BE" BEp B ) 0B EDU| WBURIYD Joy a6 jo i odaey
"EBN A1 JELD| Ea il
e ey e e B upes peead q Joq um Baud
alEp J UE B 0w
yaeed suoy dufz p g op mok ysepue esn dosg
16 )5 AR B BEmED R ) e

N yrELOGE SO0 L
ajq Eod pose o)) e wo g B UB U0 BYE U 0P -
sonposd sy Guan uay
i "R FEHH-IJ ";Jld DeqE s iyl
Juet R 7 Al fupeyEs] ypE g
un BIEID ampﬁqq'au 1o famp “eu ko Bupys
aurn ol 1 e augs qies e yd o olap exey

E;El:.lrl =il BnLLoy 3 F 7P o0
2y} punay fpRE [EalIp ,

eyl wig sy pue pjos poLALD
E} J0 UDGEINP & 8NPl o) fuo pepugu) 4 pnpoid JIHIVdOIWOH
9y waifi Jq[E JETEN U 40 JUBL E 1 Jo) 860 J0 0 Og FIVNO X INIZ
SiiufiiEN
el 120l 10 PR 0§ (60 Bod ‘U0 EabUDs (=28 Y AGIWEH 000
e0ap e finooswnd wkpjm p o ee apasme . ] ]] pIOJ
02 UL LD ALY L0 LG [EIND ALY SE0NPE » R -
585(]

T L ErELEILEE] 42 Ueug el ue o 7 Uz
DY Y HE ST IR TN Supies 1595 |4 oUL
g i g e BT

{SNdi X FRTRIUT
gsoding  (afuszoy Jad) Jusypaitu] aAGOY

S.LIvd 9nya

(old- EEE
COLD REMEDY iy
ZINC GLUCONATE HOMEOPATHIC

FUGAR
NATURAL WILDCHERRYFLAVOR

NDC 46017-324-25
The #] Best Selling Zinc Lozenge Brand#

itz (OIA-EEZE oid-teze

COLD REMEDY CO.LD HEMEDY COLD REMEDY iy

ZINC GLUCONATE HOMEOPATHIC ZINC GLUCONATE HOMEOPATHIC
ZINC GLUCONATE HOMEOPATHIC




SHORTEN® | SHORTENS your COLD" ;| SHORTENS
SUGAR FREE

i
]
i
" Ourclinically tested : . Take Cold-EEZE* at
formulareleases CLINICALLY TESTED42§|/ * 1 the first sign of acold
zinc lons inthemouth® to Shorten Colds b_‘/ 0 . Continveunth
and shortens the 2 1
duratlon of the Pharmacist ! g
common cold Recommended l St Fren
1 No artificlal colors
: or preservatives
I
1
1
]
25 5 *
J e
Zinc Lozenges : / @] Mylan

]
UC-32425-25-01 L_'_‘_'-

1
1
1
1
@2020 Mylan Inc. :
Manufactured for:
Mylan Consumer |
Healthcare, Inc. |
Morgantown, 1
]

1

1

1

1

1

1

1

1

W 26505 LLSA.

lxnxn EXXXX

a, % [Mylan

Mylan.com

Principal Display Panel - Sugar Free Honey Lemon
NDC 46017-334-83
The Original and #1 Best Selling Zinc Lozenges*

Cold-EEZE®
ZINC GLUCONATE GLYCINE

SHORTENS YOUR COLD
WORKS FASTER®*

SUGAR FREE

CLINICALLY PROVEN
to reduce the duration of the common cold®+

#1 PHARMACIST RECOMMENDED

18 LOZENGES
HOMEOPATHIC

RESEALABLE BAG INSIDE
NATURAL FLAVOR



Sugar Free
Honey Lemon

Take Cold-EEZE® when you have a cold*
Continue until symptoms are gone™
Gluten Free

Our clinically proven formula releases zinc ions in the mouth that shorten
the duration of the common cold*

+
+
+
+
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SHORTENS YOUR COLD Sugar Free
WORKS FASTER™ Honey Lemon

The Original and #] Best Selling Zinc Lozenges®

(o\d-EEZf

ZINC GLUCONATE GLYCINE

g
8

ZINC GLUCOMATE GLYCIME




SHORTENS YOUR COLD
WORKS FASTER™

_SUGAR FREE

CLINICALLY PROVEN

to reduce the duration
of the common cold®*
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Continue until sy mptoms are gone”®
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Manufactured for:
Mylan Consumes Healthcare, Inc.
crganaown, WY 26505 LLS.A
o1l 10883033 e Morgantown, WY 25505 LLS.A

Principal Display Panel - Sugar Free Pomegranate
NDC 46017-335-83
The Original and #1 Best Selling Zinc Lozenges*

Cold-EEZE®
ZINC GLUCONATE GLYCINE

SHORTENS YOUR COLD
WORKS FASTER®+

SUGAR FREE

CLINICALLY PROVEN
to reduce the duration of the common cold®+

#1 PHARMACIST RECOMMENDED

18 LOZENGES
HOMEOPATHIC

RESEALABLE BAG INSIDE

NATURAL FLAVOR
Sugar Free



Pomegranate

Take Cold-EEZE® when you have a cold*

Continue until symptoms are gone*

Gluten Free

Our clinically proven formula releases zinc ions in the mouth that shorten
the duration of the common cold*

+ 4+ + +
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ZIMC GLUCONATE GLYCINE

Sugar Free
Pomegranate

The Original and #] Best Selling Zinc Lozenges"
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' SHORTENS YOUR COLD,
WORKS FASTER" |

" SUGAR FREE )

CLINICALLY PROVEN

to reduce the duration
of the common cold ®*
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Take Cold-EEZE"when you have a cold”
Continue until sy mptoms are gone”

Gluten Free

1 LOZENGES e s
RESEALABLE BAG INSIDE Pomegranate

Mylan.com
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Marufactured far:
Mylan Consumer Healthcare, Inc,

s g1 1nalz0414 Morgantown, WY 26505 LLS.A

COLD-EEZE

zinc gluconate lozenge

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:46017-324

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Zinc Gluconate (UNIl: USWSN5SQ1Z) (ZINC CATION - UNII:13S1S8SF37) Zinc Gluconate 2 [hp_X]
Inactive Ingredients
Ingredient Name Strength

ACESULFAME POTASSIUM (UNII: 230V73Q5G9)
GLYCINE (UNIl: TE7660X01C)
ISOMALT (UNIl: S870P5502W)



Product Characteristics

Color WHITE (semi-translucent) Score no score
Shape OVAL Size 23mm
Flavor CHERRY Imprint Code P
Contains
Packaging
# Iem Code Package Description Marketing Start Marketing End
Date Date
1 g'SDC:46°17'324' 1in 1 BOX 06/12/2020 10/31/2022
1 25 in 1 BAG; Type 0: Not a Combination
Product
2 g'3DC:46017‘324' 1in 1 BOX 10/11/2018 10/31/2022
2 18 in 1 BAG; Type 0: Not a Combination
Product
3 NDC:46017-324- 18 in 1 BAG; Type 0: Not a Combination 09/28/2018 10/31/2022
84 Product
4 2'4DC:46017‘324' 1in 1 BOX 10/12/2018 10/31/2022
a 24 in 1 BAG; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
Unapproved
homeopathic 09/28/2018 10/31/2022
COLD-EEZE
zinc gluconate lozenge
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:46017-334
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
Zinc Gluconate (UNIl: UBWSN5SQ1Z) (ZINC CATION - UNII:13S1S8SF37) Zinc Gluconate 2 [hp_X]
Inactive Ingredients
Ingredient Name Strength

ACESULFAME POTASSIUM (UNII: 230V73Q5G9)



GLYCINE (UNII: TE7660X01C)
ISOMALT (UNIl: S870P5502W)

Product Characteristics

Color
Shape
Flavor
Contains

Packaging
# Item Code

NDC:46017-334-

183

WHITE (semi-translucent) Score
OVAL Size
HONEY (honey lemon) Imprint Code

Marketing Start

Package Description Date
1in 1 BOX 09/28/2028

18 in 1 BAG; Type 0: Not a Combination
Product

Marketing Information

Marketing
Category

Unapproved
homeopathic

COLD-EEZE

Application Number or Monograph Marketing Start
Citation Date

09/28/2018

zinc gluconate lozenge

Product Information

Product Type

HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength

Zinc Gluconate (UNIl: UBWSN5SQ1Z) (ZINC CATION - UNII:13S1S8SF37)

Inactive Ingredients

Ingredient Name

ACESULFAME POTASSIUM (UNII: 230V73Q5G9)
Glycine (UNIl: TE7660X01C)
ISOMALT (UNIl: S870P5502W)

Zinc Gluconate

no score
23mm
P

Marketing End
Date

Marketing End
Date

10/31/2022

NDC:46017-335

2 [hp_X]

Strength



Product Characteristics

Color
Shape
Flavor
Contains

Packaging
# Item Code

NDC:46017-335-

183

WHITE (semi-translucent)
OVAL
POMEGRANATE

Package Description

1in 1 BOX

18 in 1 BAG; Type 0: Not a Combination

Product

Marketing Information

Marketing
Category

Unapproved
homeopathic

Labeler - Mylan Consumer Healthcare, Inc. (831410522)

Revised: 10/2020

Application Number or Monograph

Citation

Score
Size
Imprint Code

Marketing Start
Date

09/28/2028

Marketing Start
Date

09/28/2018

no score
23mm
P

Marketing End
Date

Marketing End
Date

10/31/2022

Mylan Consumer Healthcare, Inc.
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